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One Eanery Park Plazs 
New York, New York 10004-148~ 
Telephone: 212~837-6000 
FOX: 212-422-4726 

February 2 I, 2003 

The Honorable Lester M. Crawford: Jr. 
Deputy Conmissloner of Food and Drugs 
Food and Drug AdminIstration c 
5600 Fishers Lane 
Room 1471, HF-I 
Rockville. Maryland 2OS57 

Re. .41ex Cain, ef al. v. A4erck d$ Co., Inc. e! al.. 
Docket No. CV-01-3411 (SJ! 
United States District Coun 
12~~1~13 District of bee\\. JYark/FDA Docket 02N-0471 

Theodore V. H. Mayer 
Direct Dial: x2-E37-6% 
E-m& mayer@hugheIhubbard.com 

Dear Conmissloner Crawford. 

\j,e I-qxesent Merck 8r Co.. Inc. (“Merck”j and write III response IO the letter 
nddrersed to J ou Irom Da\?d A. Barrett, plaintlfl- C’ counsel in Cam v. h4erck & Co.. Inc.. et al.. 
Docket No. W-01 -341 1 (E.D.N.Y. filed on T\/ia>, 29. 2001) ~.lol~xon. J.). lhat the FDA ha> 
assigned Docket 02N-0471. h4r. BaneIt requests an FDA Inquiry IIIIO a matter that the Agem\ 
has already fully In\.esupaled and on \vhich it has made a detenninatlon 

The FDA has already conducled a complete mqulry concenmg the clinical stud! 
results on ~vhich h4r. l3an-ett relies, including conduclin~ a pubhc meetmg of the FDA Arthritis 
Ad\,lsory Commlrlee in February 2001. The Agency appro\;ed revised pi-escribmg infonnatlon. 
III effect since April 2002. Ihat describes the \;erv study results that Mr. Barrett cites. 

In suppon ofhis request for lunher inquiry, Mr. Barrett relies on “a number of 
studies” of \j%jch “rhe FDA is aware.” Barrett Leller at 1. Mr. Barrett does not identify those 
studies nor provide dara f~-0111 them. h4r. Barret goes on to characterize Inaccurately the results 
of these srudles 

In graming defendants’ IIJOIIOII IO dismiss or stay plaintiffs’ clam for jl~.junctive 
I-elief: the COW-I IIJ m found rhat “Plaintifjs al-e essenrially asking this Court IO determine rhal 
Ihe findings of lhe \VIOMX Gasuojmeslinal Research WlGOR”)j srudy warrant a change in the 
labelln_g and package msms included with \J’IOXX and Celebrex. as well as emergency 
notification IO all users of Viosx and Celebres -’ C:aj,,, Yo. CV-01-3411. Slip Op. at 7. The 
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FDA has already conducted and concluded an inquu-y ~31~ I-espect to that study and other data 
related to VlOXX@. AJler eslenswe re\?ew of the data. the FDA approved revised prescribing 
information for VlOXX@ on April I I. 2002. and did Ijot require emergency notification to all 
VlOXX8 users. 

No further inquiry or action is nece rcarv on the part of the Agency. and the FDA - 
should decline Mr. Barrett’s request accordingly. 

CC. The Honorable Sterljn_g Johnson, JI 
David A. Barrett. Esq. 
Steven Glickstein. Esq. 
James D. Al-den. Esq. 
FDA Dockets ?Vanagement Branch 


